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JEWEL® AF 7250

Dual Chamber Implantable Cardioverter
Defibrillator

Prescriber's Package Insert :
. S A U et

Caution: Federal law (USA) restricts this device
ta sale by or on the order of a physician.
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Nomine) Speciftcstions

m  Defibell

Maximu Isting
Model #  Shock Lead" 34" Pacing Lagd}™
Energy Coaneclion CTonneclion

Dimenslons  Volume Mass

WxHID

72500 274 Two DF-1 Too IS-1 bipoler  78%SSx16mm 86cc 959
(3.2 rmon) (9.2 mm)

72504 274 Three DF-1 Twoi8-1 bipoler  79xS5x10mm  STec (.1
a2 mm) (3.2 rw)

Case Material Titanium

Headar Matertale Polyyrathane, sifcone rubber

Power Sugply Litvium sitver vanadium oxide [8.4 V nominal)

* The {CD case serves as a dalibrilalion eleclrods,

t Far lead compariblily inormation, refer 10 !he nexl page and the waming "Lead System’ on page S.

1 Tha DF-1 paris will not accapl & 3.2 mm in-finé bipolar load.
~DF-1 calers l0 the Inlemalional standard IS0 11318:1983.

1S~1 rofers (0 ISQ $841-3:1992(E).

Lead Connecons
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Prodiced by Cardlovasculsr Richnioa] Communications
Jowe( Active Can, CapSure Fix. Capsure SP GEM,

_ Sprint, and Tanavene aee rademarks of Madlronie, e

@ Madronkc, inc. 2000
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Lesd Compatibitity

NO. 1428

The ICO is dasigned to accapt DF-1 and IS-1 bipolar lead cannacicrs.’ The Medtronic laade listed balow are
diractty compatible wih the Jowe® AF ICD.

Model } Plecement Fxation
Multigaiar Pacing / Senaing / High Voltage Leada
Sprint 8832 RV Tuws
Speim 6842 RV and EVC eoifs Tinag
Sprint 8043 AV or RA Extendable Scraw
Sprint 6948 RV and SVC colls Extendable Sorew
Transvana RY 868348 av Tines
‘franavane RV 8034 v Extandabls Screw
1S-1 Blpoler Pucing / Senaing Lasde
SurgFix $072 Alrlum Fhmd Scrow

. CapBure Fix 6240 Atrivm Extondabie Screw
CapSure Fix 4568/ 5568 Mrium (J-curvad) Extenciabla Scrow
CopGure Fx 406875088 Alrium of Venricle Exrondatie Screw
CapBure 5P 5024M Veniride Tines
DF-1 Unipolar Cardiovsralon / Defisdlialion Leads
Transvona 6333 SVCorCS Passive
Yranavene 8937 svC Passiva
Teansvene 6836 3Q paleh Suiura
Madsi 8721 Epleandiol Pacch Sulure

1.06-1 rafers t0 ihe nMamalional standand ISO 11318:1902.

151 olors 10 150 5841-8:1992(E)
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. 1 DEVICE DESCRIPTION
The Model 7250 Jewsl® AF Implantabla Cardioverter Dafibriator (ICD) System s a multiprogrammable,
hmmmﬂwmmutmmmmapgmnmmvewpmdmmuw
ventricular artrAnmie Iharspy, end singia or AUl chamber tradycaltia gacng.
Ihamnies: Tha Jews(® AF is an npleniable mecical device It Automaticaly SHedls and Lsals episodss o
aisial frilindon (AF), siriet tachycuedia (AT), venidouler fbradon (VF), WMW (VTa), and
bradycardia, When en arvttythmia is detesied, the iImplanteble devics detivers cardioversion,
antitactyeandiy pacing, or bradycardia pacing frerspy, '
Laads; The Modal 7250 Jowsl AF 10D, slong with tha Mettronic® Sprint™ Mode! 8943 Staroki Eluting,
Sceaw-in, AliialVenltricular Laad, or other commarglally aveilabie puce/sonse leads and oerdioversion/
defbriflation loads, canatilulas the implaniebla portion of ine ICD syetem. The lead sysieme for the Jawe!® AR
Sysiom 3re Implanied vsing standard Irnsvenous pincament tachniques.

1.1 Programming Options
LL1 Tiered Therapy for AT

Up 10 8ix ic AT therapivs sre svelable lor doviog-d dJ AT;
AT Therapiea 12 Programmabia to Arhachycatdia Pacing (or SKis)
AT Therapy 3 Programmablo (@ 50 Hx Burst Pecing (or Skip)
AT Thorapled 4 — 6 Programmatie lo A-Dafib (or Skip)

1.2 AT Therspy Programming Sequence Optione:
Antkachycardis Pading only .

Antlischycardia Pacing ~» 50 Hz Bursl Pacing
Antiachycardia Facing — SO Hz Burst Pacing — A-Defib
80 Mz Burst Pacing only .

50 Hz Burst Pacing — A-Delib

A-Dalib only

1.1.3 Tierad Therapy lor AF
Lp ta six sitomalic AF heraples are avaliabia far device-datectad AF:

AF Therapy 1 Programm abla 1o 50 Hz Burst Pacing (or Siip)

AT Tharapies 2-¢ g Se t0 A-Dalb (or Skip)
1.14 AF Therspy Programming Sequencs Optiona:
50 Hz Burss Pacing only
50 Hz Burst Pacing — A-Dellb.
A-Oufib onty

NO. 1428
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2 INDICATIONS AND USAGE

mmnsowwsym-nkadmuuhmmmwmwmmmu
Who are el siguificerg rivk of deveioping strial tachyaimythmias, Palients ingicated fof an ICO ae those
mmm«nmﬁwﬁmm@hm&mwmmw“dw

- &maummmamm(mmwm«wdmh-
ventricular tachyariythmia.

= Recurent, poorly wleratod, sustained ventriculat tachycardia (VT),
Note:

Tho clinical owicome Tor hemodynamically stable VT patiants & not fully known, Saksty and effsctvancss
studion have not been conducied.

Notes: Aseociated with awial tachyartythunia treatment.
1. Use of the ICD system hes not Deen demonstated to dacrease the morblaky relaied to atsial
tachyantythmias.

-2 Tha allectiveaess of High Frequency mm«sommwnmm Wm
© (AF) and sdrisl tachycardia (AT) wae lound to be 16.8% and 17.0% ctively in the peatient pog
studied.

N 3 CONTRAINDICATIONS
Do not use the Jewal® AR system e

= Patlents whose tachyaatiythmins may have transtent of reversitia causes. such as;
— acwe myocardisl infarction,
~ diglaks imaxontion,
— drowning, :
-~ eolectroruion,
- olectrolyte Imbalance,

N ~ hypodda,

- eepsi,

= Pallents with incassant VF, VT, or chironic artal tachyarrhythmia.

= Patlonts who have & unipoler pacemaler.

= Patioms whode primary disorder ls bracdyamtythmies.

4 WARNINGS AND PRECAUTIONS

* Rasuscitadon aveliability. Do not periarm ICD tewting niese a4n extemat dofiteSiaioe and medica
Parsonnel sidiied in cardiopulmanary regueciiation (CFR) are readlly avaable.

Te wmmmmmmmmmmmmmwa
undorsenging of cardiac activity and lafire 1o dafivar necessary Hreray could fesul.

* Elecirical lsolation mmmmp«mhm»m grounded aquipmoat
km:m P fnducsion
PO

. Avn(dhgsboekdumha\ﬂhd Progrum the ICD 10 OFF during surgical implant and explant, or post-
mortem proceduras, mqmmmm-mmxmmmmmm
Wil the ICO is churmed.

@ l?‘"iazazwoz | '“"@TB —@ %"’:‘“"
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4.1 Sterilizaton, Storage, snd Handling

Restarifzation. Do nol rasierilize and ro-implant an axpisnied ICO.
“Use Before” Date. Do nof implant tha ICD afiar the ‘Use Bejore” dats, becayss 1he batery’s langevily
ocouLid ba reduced.

uwhmmnﬂnolmuum ias i tha p i
orduwodbcummohuodl'yof lurlouelughthmtu nwnmludﬂchrnlmtculo

M.sloroholcohcdammllwkommmu ki conlaining magneda. and sources of
slaciranagnaeiis inlerlsrence o 1CD damaga. Btore and tansport the ICD between <18 15 85 °C (0
0 1 A, mmmmmbohhwumm-wmm

Equikbration. Allaw the ICD 10 reach tenm tempersture Bekors programming or implanting the ICO,
because mpld lemperaiure changes could atfact inltlal 1CD lunciion.

"

42 Implsnttion end ICO Programming

.wtwmammwﬁmmmmuMmmm-mmmmmm

aulamatioall of parform & 184t chargs to foem tha S8pAakors Manually ey sb
monm(ﬁmuconn nol charged 6 13 maximum energy).
Uss only Medironic programmara, appication sofiwars, Snd sceasiories 1o communicate with tha 1CD.
Positiorving a magnet of the pmgrlrrmlm head over the ICD suspends dalection and ireement. The
magnet doas not akec bradycardia tharapy
End of Ule (EOL). Replace the ICD when the ntmmmw dlaplm nn EOL meesaga md [} balzary
vahage of 4.50 vola of lasa, immadiate capla tha prog oy
Charge Circuk Timeout or Charge Clreull inactive nmnuo.
Program 10 parameters such ae senailiviey threaholds snd dataction inlervals according to ha
recommaendations in the vachnical manual,
Progrem whe (irs] atrial deflbrilatdon tharmpy Lo [wo dmeds the alrlal-datiorlliation threshold, of the maximum
oulput.
Note: Limit the number of auiomalic atrial dafbrilladon therapias In pallents who axperience fraquent
eplandea of airial iachyarmythmias.

4.3 Lead Evajuation snd Lead Connection

For load resieritzation, use elfwlune axkie only Do not rassarllize more than one bme,

Do not tia & figature directly ta tha jaad body. lie it Lon lightiy. ar otharwite oreely sxoetsive sirgin ot the
insartion sfie as this can damuge the lead,

Do aot immarsa Ibads in mineral oil ﬁneon.-' &il, or any othor lquid,

00 not grip the lead with surgioa msruments, .

Da not use axcetsive kuros or swgical nslzumants 1o indart & stylel into a lsad.

:’Jauum Ariyc\du-(oddwing'l-sﬁngmn connecing the leads o the ICD to ansure

Do nol usa ventricular mmwus leads in palienis with Incuspid vaive tisanse or & mechanical
prosthetic triourpid vaive. Use with caudon in pavents with & bioprosthasic vaive.
Unmmmmmnwm-ad\hadmmobdwhhadwwwdwmina
damage from ligaiures.

Ensiire that the deiidciliation laad impatiancs s grautir than 10 chms, An impedance balow 10 chms
¢ould damage ihe ICD.

"D:I\O(kl‘\l(lh.hld& Kinking leads can causa additional 5irass on the leads, possivly resulting In lead
tvre.

NO. 1428
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« Do not svivre directly over the lead bady a5 this may 0auss siructural damags. Use tha lead aneharing
sleove to seovre the I9do Interal io the venous entry sita.

» Laad or Activa Can® elecirodes In electrical contact during a high voltege thempy could cause cwrent to
bypazs the hes, possitly damaging 1he ICD and leads. Whis ine ICO '8 conneclad io the leads, meka
auns (hat no Inerapevilc elacirodes, stytets, or Guidewires wre louching or connecied by an Sccassory iow
impedance conductiva pathway Move abjects made from conduciive materiak (e.g., an implanied
guidowire) woll away from all sleciradoes bolore & high voliage shock is dulivered.

= 1l a pacing lead ls abandaned rather than removed, X mus: be cappad 1o ensure thal k Is not a pathway
for curvaats 1o or iram tha hasrL

» Y ahender port l2 unused an the ICD, the port must be plugped to protect the ICO.

s Reter 10 1he lead lachnical manuals for spaeciic inalructions and precautions,

4.4 Follow-up Testing

+ Ensure al an edemal defibrifator and mediosl pervonnel skiilsd In cardiopulmonary resuscitation (CPR)
U6 prasent during posi-implant ICD testing should the patiant require exiamal rascue.

« Ba aware inat changes in the pallent's condiion, drug regimen, and oder faciors may changs ihe
daliritalion threshold (DFT), which may resull In nancomvarsian of the srfwtheia potl.apaca livaly.
Succassi converaton of veniricuiar libriliation or ventricular tachycardia during tsatng ls no assurs
hat conversion will 0cour post-oparstively.

4.6 ICD Explant and Disposal
« lntecrogate 1o ICD, #nd program the ICD t6 OFF and disable ICD lunclions paar (o explanting, claening,
or shipping ihe ICD to preveni urwanted shocka. .
o Ratlrn aff axplantad pulde ganamiors and laads o Meduronle.
* Newer ncinersie Ihe tCD dua 1o the potentinl kor sxplosion. The.{GD must be explanted before crematon,

4.6 Environmental and Medical Therapy Hazards
Palianls should be directed to avold devices that ganarata arang electric of magnelic inlariarence (EMI). EM
could cause mattunction or damaga resuiiing in non-dalackion oc dalivery of Unnaecad ihampy. Moving Away :
from the inferfarence source, or tuming it ofl, usually allows the ICD 10 return 10 its normal mode of operation. _
46.1 Hosplial and Medical Environments
» Eisctrosurgical cautery could Induca ventricular arhythmias andfor kbrilation, ar may causa davice
maliunction or damage. i usa of slacitocautery Is nacessary, ha bipolar configuration i racommanded
whenever pactical, Also, the current path and (il monopolar electrocautery is used) the ground phale
#nouid be kepl 48 far gway Irom sha 1CD and leads as possible (minimum-af 15 o (e Inchee]).
¢ External dalibrifiation may damage tha ICD o may rasull in (8mporry sadier ¢ yocardial
damnge at ihe elclrode Ustue Inlaros &2 wel 4t tamporicy o parmanent slavawed pacing threcholds.
Misimize gurveni flowing trough the ICD and lead system by Kilowing these precaulions when ushg
adernal deforiiiation on s patieat with an ICO:
~ Position defibrilation padcies as far from tha 1CD ae possibie {misumum of 13 em {livs inchasj).
Minimize curtent fiawing through tha ICD. and faad ayaiem by poaitioning the dstibrilation paddias
perpendicular to the implanied {CD-ead system.
— Uae the lowsat cinloaily appraprala anargy oulput (wais seconds).
~ Conliem ICO funchon foliowing any defodftation.
+ High rediation sources such ae cobak 80 ar gamma radialion ahould nol ba directad at the ICD. If a
patient requiras radialion therapy in the visinily of tha ICD, place kad shigiding over the device {0 provent
radislion damage snd confirm ils function aher traalment,
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Uinatripey may parmanently damaga ihe ICO If i ia &t the bocal paint of Ihe Hhotrbey beam. If lithatripsy
atulbc vsed, lwep the ICD al lessi 2.5 10 5 cm {one to lwe nches} from the local point of the kholripey
s,
Magnetio Resonsnce imaging (MAT shoukd nol ba used 0n patians who have a0 ICO bacaute of tha
polential damaga lo the ICD,
freq y sbletion p durg in 2 patisnd with an ICD cauld causa ICO maNunctioh or damaga.
RFF abialion fska can be mintmized by:
- Programming the ICD (0 OR, .
— Avolding direct contact barwean (ha ablation catheter and the Implnied lead or ICD,
~ Posiianing the ground plate 30 that tha aurrant pathway doate aot pass through o naar the ICD
aysem: Le., place (he graund plate under tha palienl's budocks o laga.
~ Having defdrilasen equipment avaiiabia.

High voitage power tranamisalon Nnas cauld ganarale snough EMI 10 Intarara with ICD P it
spproached Wo closaly.

Comaunication aquipmant such as miciowave tranemitiars, Ine powee ampifiecs, or high power
amaieur ranemiers coud penerale enough EMI 1o interfera whih ICD opamdon If approached oo closely
Commarclal slectrical squipment such 12 ar weidars, induction furnaces, oc reslslance welders caukl
ganerats snough EMI to Inlerfers with 1ICO spersiion it sppronched too closely.

Hame appiisnces which are I 9ood warkihg orderand propery grounded do not ususlly produce
sndugh EML 10 imeddera with ICO apenstion. Tharg are reporss of ICD disturbancas causad by alecisical
hand lools or elecidc mzors vsed dirmclly ower the ICD implart sie.

Stalle magneiic flalda. Patsens should avaid aquidmant of 2tuslions whera they weuld ba axposed 10
stalc magnotic flakds (oreater than 10 gauss or | mitests) magnetic feids sinos t coutd suspond
deteclion. Exampias of magnelic sourcas that could intettara with nermal ICO oparation laciuda: Lierso
spenkars, bingo wand, exactor wend, magnedc badges, & magnetic thermpy producis.

Elactronlc Articie Survelilance (EAS) ~ Elaclronic Articla Survailance (EAS) squipmant such as retail thek
prevardlon sysiams may interact with tha ICD. Patienta shoutd be aoviead 1o walk diracdy thraugh, and nol'o
remain naar an EAS sysiam longes than iz necassacy. . -

Coltular Phones — The ICO has been tasiad lo thas fraquency ranges ussd tiy ha celiviar phones inciuded in
Table 1, Basad on ttus testing, the ICD should nol be sflactad by the normal operation of such cellutar phones.

The ICO contains circulyy hal milowa usage without interaciion (when programmad 1o nominat sensiiivily)
of all osfiviar phones having one of the iransmission tachnologles Ksied in Tabie 1, These transmission
Llachi 8 raprasent mox of tha caliuiar phanas In vae warkiwide. Patants can contact thalr local
colluler @ service provider io conflern thi the provider uses one of these technologies,

NO. 1428
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Table 1. Coliular Phone Th isslfon Technologh
Tranamiasion Yechnology Fragquency Ashge
Anslog
FM (Fragquancy Magiutation) 624 - 849 MH2.
Olgitsl TDMA®
North Amefican Standarda
NADC* (TOMA « 60 Hz) 824 - 849 MH2
PCS® 1300 1850 - 1910 MHz
Internetione/ Siandard's
[Ty 830 - 815 MHz
Iminlmum of 2,5 om from 1CO recommended]
oGs* 1710 - 1785 MHz
Digil COMA
COMA - DS! 824 - 840 MHz
*Time Divitioa Multiple Access
dNanh Amarican Digital Colkdar
*Parsanal Cammunicaton Sysiam

%Giobal Sysiem for Moble Communicadong
*Digile! Collvias System
'Code Division Multiple Access - Diract Sequence

-

<
~o>
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§ ADVERSE EVENTS
The clinicat sludy of tha Madel 7250 Jewal® AF aystam is summarized beiow.

Tabig 2. PaNent Enrolimen, Davice implantations, and Follow-Up

Pationt anrolmeni {(worldwide) 303 patients
Patisais implanied with Jawe!™ AF 203 patiants
Cumdulatva patien! kllow-up 2393 patient-morxha

Averape inglvidual patient kokow-up 7.9 montha (renga 0 - 20,0 monihe)

Thorg were 26 dopths (B.6%) in lhe 303-polient clinical study. Causas of danth as clasaified by iha iwveatipsior
and e Ind ciinical evanis commides were as loliows: nine deslhs allribued lo congestve hearl
faiture (1 dawih prior to implant of thel dwmow; the. ather gt deaihs at 18. 22, 122, 129, 171, 175, 209 snd
421days posi-implany; sbx dastha silribuced to cardiac andéor respiraiory aest (sl 49, 94, 109, 143, 272 and
307 4oys posi-implanik lwo desths atiributed 1o mulipla dgan fiure (213 and 315 days pas-implant: one
-death aliributad to 18chamic conbrovascidar Inkarction (11 days poet-implant); one daath alrbused to
oa (29 days postimplany): ane death alirbuted 10 Inincranial hemorhage (98 days

voslimplant); ne daslh atiribuled trintastinat aancer (125 days postdmplant); saa death adribuied to acula
myacardial lachemia (1354 daya poal-mpland: one dean atiributed 10 sepsis secondary o Gl abcess (188
days postsimplant); oow deaih alirtared 1o hypoxic sacephalopathy (231 days pasi-mplang; cna death
anrduiad 10 carebral caueed by fal (284 days poar-implant); one deash caused by w cardigc
oulpurpoat-vaive replscement aurgery (301 daya poat-implant). :

TYabie X gummacizas ac avenla axp d during ihe clinical Mvestigion.
Tabis 3. Advares Event Summacy

Agveres Evenl Summary Number of Number of Percent of
(N=2303)° enls pelient peationts
Advarse Evonts at implang 23 2 76%
Compiicalions 43 ar 122%
Observarions 144 101 92.3%
Non System«Ralaind Adversa Evonts 66 38 12.0%
Total Adverse Evams 288 155 $1.2%

° Over & cumulalive follow-up of 2393 patent-monna.

Table < raporis syslem-relaled adverse svenis al implant Table § reports syslem-related oomplications
postimplant. Tabie 6 raports sykiem-felalad cbservations. Each adversa evant was raviawed by an
indepandant ciinical svanls commkies 1o delermine whather it was relatsd to the ICO aystem. Lesd-related
adverse svents are grouped together and lisied first in sach table,

NO. 1428
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Table 4. Adverve Events Related to ICD System at lmplant (N= 303)

tof
Eventa
Lead Retsted BT
" Arial lend dislodgement’ s

Modal 6043 (ne 06): 3 patisate. 3.1 %
Madal 8340 (n=183):2 ulhnu 1.0%

Vaniricular lead o 1
Model 6942 (n= 128): lm(hnt 0%

Fallure to axiend lead hetix?
Laad perloration

Not Lesd Reluted

Poor pin plug (it In header
Goftwace relaled

Devics Rllure

nappropciale AT/AF deteclion
Inapproprala VIVF delectian
Inappropriste alrla) deftbrikadon synchronization
Pnaumothorax

Sponianeous AT/AF splsodas
Subclavian vein hiombod
Unabls 1o position laad

Yotal

N

- e ok e o -k oa e NN

8

¥ of Pallonts % of Patlonts

11

-
-
»

- e o e o om e NN

8

6%
6%

03 %

13%
03%
40%
07 %
07 %
0.3%
63%
03%
03%
03%
03%
03%
0.3%
76 %

* In 6na patiac, VF was nduqod by olrial $0 Hz Burst pacing via an alrial lend (Model 694Q) thet migrated

nlo the icie. VF wat delecled and
designad. ’
1 The leact dasign has been modified,

inalad whh & shock, end atrial hamples wera disadled as

NO. 1426
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Tadie 5, Compticationa’ Related to ICD System Pow-implant (N= 803)

#of
Eventa & of Patients % of Putients
Land Reloted: 14 12 4.0%
Atrlat! lend dislodgement k4 7 23%

Model 8043 {n=03): 5 avants, S patiants, 5.2 %
Modal 8940 {n=183); 2 events, 2 patients, 1.1 %
Vanidcuiar Jead dislodgemant k] ] 0%

Modal 6932 (n=10); 1 pvent. 1 patiant, 6.6 %
Modet 8042 (n=128): 2 svents, 2 patianta, 1.6 %

CS laad dislodgemant 1 1 03 %
Pvimonary artery lead disiodgement 1 1 03%
Lead insviaton braach ! 1 03%
Leaad paroration 1 1 D3 %
Nal Lead Related?t 28 27 a8 %
Dovios lilure [ 5 1.7%
Increased ventrioular delbrillglion requiramenis 5 4 13%
Pockel Inlection 4 L] 13%
Device migration a 3 1.0%
Insppropeiaia VINF d jon 2 2 0.7 %
Disgheagmatic stimulalion 1 1 03 %
Failure to defibrillate AT/AF 1 1 03%
Incessant AT - ) 1 3%
Podket trauma 1 1 0.3 %
Septicemia 1 1 03%
Seroms 1 1 03 %
Spomaneous AT/AF apleadas 1 1 03 %
Sponmanacus VI/VF episades 1 1 03% .
Subelavian vain thrombost 1 1 0.3 %
Total . 43 3 122%

* Complioations ara adverse svenls that requirad invasive intarvantion.
1 Thase pati ate Aot Iy | .

NO. 1428
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Thble 6. Observations’ Related to ICD Eystem (N= 30%)

dof $ol Kof
Adverge Event Events Patients Patienta
Lead Relatas 13 173 4.3%
Alrial lead disiodgement “ a LI%
Modat 6040 (n=183): 3 svents, 3 pls, 1.6%
Modal 6843 (n=08): 1 avent. 1 x 1.0%
Fallure 10 capture (Models 6336, 6943, and 6945) 3 3 1.0%
Sub vaout lead dislodgement (Modal 8506) 2 2 0.7%
lé\cn;)uoa pacing invaahakl (Modals 6838 and 2 2 0.7%
94
Undareansing (Model 8340) 2 2 0.7%
Not Lead Ralated 131 88 20.0%
Inappropriale VTAF dalection 41 30 9.9%
Loss of atrial pacing 1 11 16%
. {knawn software issus; since fxad)

§ VINF eplsod 2 10 8.3%
Inappropriate AT/AF detection 10 9 3.0%
Feiuse lo datbvillate AT/AF [} 8 26%
Hematoma 5 5 1.7%
Owrsensing 5 [ 1.7%
Sohwara ralated 4 4 1.3%
Spontaneous AF/AT episodes 4 4 1.9%
Na ventritular pacing during atrial pacing thacapy ] 3 1.0%
Pacamaker mediated lachycardia 2 2 0.7%
Siroke 2 ? o7%
Synoope 2 2 .7%
Pain, am 2 1 0.3%
Tolal Obesrvationat 1 101 VIR
{ncluding singie obaervallona)

* Obasrvations are advetse svents ihat did not raquide invasive kesrvenion.
1 Obesrvatona Ihal occumred In anly one patient are les loliowing ine labla. Soma paliants had
more than ong lype of adverse event,
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§lngla Observelions ~ Cach af the kiliewing waz cbeervad onca int ona pailent

s Ancliwry Testing Equipment Failure v Hypolension / Sharmnese Of Breath

s A Sweling ¢+ increased Atilal Defibrilation Requiremente
s Alrial ExR Block (Model 6940) + Laas Automade Crpacilor Formaiion

*  Alrlal Standedh < Patlent Fak

= Alriad Tharapies Disabled s Proagrammer Relaled

« Chest Psin «  Pulmonary Emboriem

= Congebtive Heart Fallure = Right Airlal Thrombua

« Device Migration v Saroms

e Dixxinass « Shorlnesa of Breain

- Faver *  Twiddier's Syndrome

5.1 Potanilal Adverge Events

Adverse events associged with 1ICO sysiems, In adddion lo $ose rporind In the tables wbove, ingluds:
Cardias patiorstion: Cerdiac amponade; Erosion through the skin; Exirusion; Faise senaling: Flibrolic Hesus
growth: Fluia secumidation: Formation of hamatomas or cyats: inappraprials pulsing o inhibitlon of normal
sleciricad conduction; mbccbr'a Kaslcold formation; Laad dl;bdm Loss ol sanging; Mw;'e‘h:‘l:} ;:\n
stimulatian; Myocsrial irilaliliy 3t implant; Pedcarditie; Peycholagredl aifacts, nekuding pa

inloleranca 10 ihe 1CO. imagined tharaples. dependancy, fesr of inappropriite therapies, and fewr thal
tharapeutic (apsbiily may be last; Rejection phenomons (lacal tissua resction and librotic tiasus formation):
and Venous parfomdon. )

6 CLINICAL STUDIES

6.1 Jewet® AF Cllnical Study Dasign .

A giabal {USA. Europe, and Canad), muldcenisr, prospective non-rendomized clnical sludy was performed

10 avahuale tha {incidancs of sy ralalad complications) and eftectivenees {lraaznent of aulal

tuchyarrhyihmies) of the Model 7250 Jewe!® AR Systern In 303 pahents.

&1.1 Pattent Popuiation:

The sludy specified thal pallants eligitie for enroiment Included those who met the siandard ICD Indicalions

uuammmmwmmramlmomm .
VI/AT — Paliants wilh a1 least twa documantad apisodas of airial fistilation (AF) ot atrial lachycardia
Including atrial futlar (AT} within the your prios 1o implant. '
YFOnly ~ Patients with dooumenind VI/VF but withou documentad AT or AR

61,2 Crussover Study

The Jowef™ AF clinlonl iral included & Iwo-pariod, twoarm, cross-over deaign lor the VI/AT subgroup. The

aludy was designad with (ha intent te randomly assion palienis in ine VT/AT Subgioup 1o have atrial therapias

progmmimad ON va, OFF during the el three moniha of loliow-up, then reversed during Uve sacond dwes

months of lollowsup {with patients acting as their own controls). This design was intended 1o 423654 the sbifty

of tha AT Iharapies 1o raduca (hs irequancy end auration of alrist amhytniaa. From ihe sbdh monih caward,

AT therpies wers programmed or disabled at ihe discration of the kvesiigator,

6.1.3 Primary Objactives

+ Systsm-Relsted Complications {complication-free survival): assess ihe relulive risk of

system-relaiad complications iallawing (ha implant of a Jewef® AF ICD aysiam compared to a Model 7271
GEM® OR sywtem and the Mode! 7219C syatem;




FEB. 1. 2000 3:36PM

PACING REG AFFAIRS 612 514 6424 NO. 1428

AF Tharapy: saimale tha effactivanase of atrial delitritation herspy in larminating sponianacus AF

eplsodsa:

» AT and Durst Tharapy: salimate tha affactvaness ol alrial anBiachycardia pacing and high-lrequency
{50 Hz} bursi therepies in terminating spontaneous AT splsodes;

v Dual Chamber-Algoriinm: stimaia the idtve ssneiMy of (ha dual-chambar detection aigorithm.

1.4 . Secondery Objectives

+ Overnit Mortalitys aesees the relative risk of geath associsted with the Model 7250 Jaws® AR versus the

control Madal 7219C (scudy Jaler revised io include Maodel 7271 s tha oonlrol),

Change in Frequancy and Duration of Alrial Tachysrmyttwnias (AT/AF Burden): asiass he

frequency and duraiion of alrle! tuchysirthmies.

s Atriel DeRbrifiation Tivesholde (sDFTa) at implant and 3 Manthe Post-implant: diermine atrisl DF T
Al Impiani and dwee monihe posi-implart.

* Specificity of the Dual Chambaer Detaction Algarhan: assoss the abiity of the aupeaveniricular
wchycurdia (SVT) rutes of inhe dual chamber deteciion aigorithm to prevent dekivarry of venericular
therapies for SVT=.

- $oasing, Pacing, and Detection Anatyal tha pacing and sansing funciiong (Alrial Rale
Sisbilzation, Mods Swich, and farfisia ovarsansing).

- Pacing end Senaing Pacformanca of the Modsi 6943 Lead far Alrfal Uas: asssat tha patlormance ol
the Mode! 6943 lead by oblaining kkad mesauments at Implant and dwee months posi-impiant.

£.1.5§ Control Devices

Although the Invesligatlonal plan prospectively spacified the Modal T219C =5 the sakly control, the siudy wes
later ravisad to idennly the Modal 7271 G DR as & salaty comparieon bacause tha GEM® DR and he
Jows® AF share the following charactertstics: (1) both are dusd chamber ICDs; (2) both share identical
Jolection slgarithms: snd (3) bath studies Lsad a simiar advarsa evant deporting classificauon.

616 Followup

The study speciliad that pakionts wete to ba lowad-up with 3 offica visit al ana, thras, end six monihs
poa-mplant, snd every aix monha heredfter unlli compietion of the atudy.

6.1.7 Gonder Bles ’

In a tabutatian of ICD implants antarad inko Medtronic’s Device Regialry database from 1990 through 1967,
20.9% of the 39,661 palients were lemale. Thus, tho proporiion of females enfolied K Whis siudy (19.0%)
teliecta Iha diarribution of lamaias in the populalion ol padents implanied with an ICD. .

6.2 Ciinicat Reautta

o
-

Tetste 7. Patlont Populigtion

Patiat Cohort Patianta Percant Msen Follow-Up
VT/IAT Graup 230 76% 8.2 % 4.8 monihe
VT Only Growp 73 24% 7.0 £ 4.5 monthe

Tolat 33 100% 7.0 montna’

* Cumulalive followup « 2,393 patient-months

P,

16/29
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Damographic Patlent Popuistion (N=303)
Gender 243 (80%) Mals ; 80 (20%) Femals
AQR 83.0 yaars (18 - 64 years)
LV Ejaction Fraction 37.7% (10% - B8%)
Kistocy of AT/AF 230 [78%)}
Primacy ladication Vantriouler Athythmiss 50%
Suddan Cardiae Daawh (3CD) 2%
Vantricylar ArttwAhmias & SCO 13%
:!My(cudlmukr Goronaty Artery Dizsase and/or Myocerdisd 66%
slory (n fusive) Inlscction
Curdiomyopathy 45%
Congesiive Hearl Failyre 26%
Table 8. piant Experience
ICD snd Lend implent Sugcess (Na303) Patlanta
. Patients In whom an implan( was altempted 97%
Pationts who received a iwo-jead sysiem 89%
Reason Not implanted (10 patlents, 3.3 %) Puliente
Fallure 1o meet vanisicular implant crierla . L]
inablity o implad leads

Pultent diad atket envolment, but priof 1o Implant
Naad 16 minimiza implant ime dua lo patient

canditfon

- - n

Clinical study was lsmporatily suspendad by 1

SPONSOr
No reason provided

NO. 1428

P,

17/29
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821 Lesad Configurations
The figune balow dapictt the most two-faad canfigurations usad i Lhe clinical sludy, and idantifias
the percentage of the 233 patienis implenled with such leed system.

BA% 0%
2 Laad Systam 2 Lead Syatem
« Alrimd PIS » Atrial P/S/HV (RA coif)
+ Vontriowlar F/BMHV {$VC and RV ooils) » Vontlaular P/SMV RV ooil)
© ~ Aglive device can - Aclive device cen

Flgure 1. Implaniad Lead Configurations

Other iwo-land sysiems:

Alrial P/S: Varwricular P/S/HV (RV ool — 4%

Alrlat P/S/HV (RA oolf); Vaniricular P/B/HV (SVC and RV colis) - 0.3%
Threa-laad sysloms:

Atrial P/S; Veniricular P/S/HV (3VC and RV coils); Caronary Sinus KV (CS ooil') - 3%

Atrial P/S/HV (RA col(; Vartricuiar P/SMV (RV coll); Coronary Sinug HY (CS cok™) - 3%

Alriw P/S; Ventricular PIS/HV (RV ool)); Subculaneous HY Patch = 1,7%

Alria! P/S; Venlricular P/SAHY (RV col): SVO HV ool = 1%

Alriad PfS; Venlrioular P/S/MV (RV coil); Subouizngous HV Paloh = 0.7%

Alrial F/SHV (RA coi): Veniricular P/SAHV (RV call}; Subcutaneous HY Peich - 0.3%
422 Tared Therspy Progrsmming Sequences
Programmed saldnga lor alrial therapy peramalars inat occurrad In the PMA padante sl bazeline, lhvee
m:lm and Lhe six month folow-up (database curolf December 31, 1926) are presented in the following

a. .
VT/AT pationis were randomized & alriel theraples On or Off &i implani, wilh a cross-over lo the apposite
iherapy seliing at the three month follow-up. VFOnly patents wars ol required 16 have strial (harspies
programmed On. Rendomization was competed as of the slx month follow-up, at which dme the invesiigaior
COUKS peopram the patiant's davice at is/har discrotion.

L imastigalional davice.
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Tabla 8. Device Programming i Baseiine, Three Months and Six Months
(VI/AT patients implanted with the Modsl 7250 Jewe!® AF)
Heaseling Three Mothe Slx Montha

(= 221) {na161) (n=139)
AT Treatment Theraplies -
ATPHIFE 15.8% 16.0% 18.7%
HFS Only 5.4% 8% 10.1%
ATP Qnly 27% A% 5.0%
ATEHEB+ATINI Shock - 2% 31% 2.2%
HFB+Alrtat Shock 2% 1.9% 2.9%
ATP +Arial $hock 1.4% 2% 2.2%
Airiat Shock Only 0% -0- -0-
Al AT thacagies Off ' 50.6% 84.6% 59.0%
AF Trealment Theraples
HFB Onty 26.4% 30.4% 30.5%
HEB+Alrial Bhock 1.5% 8.1% 10.6% .
Alriat Shock Only 9.8% 5.0% §.0%
Al AF Lharapiss OIf 57.5% 56.5% s3.2%

Table 10. Device Programming mt PMA Cutoff Dpte (12/31/1998), VI/AT Patisnis )
Baseling Thiea Montha  Lastinterragalion

(n=221) (n=161) (0= 138)
Al airtal thevaplas Off §54.3% 52.8% 36.7%
Al lsast one alriat Iherapy On 45.T% 47.2% e3.3%

6.3 Primary Objectives

63.1 Sysiem Reisted Complications

Hypainasls — The objective s met when ihe rallo of the upper one-sldad 95 parcsn confidence bound for the
Crude Hazard Rale and the Cax Hazard Reie of the study group, Jewe!® AF, varsys the control, GEM® DR,
15 loss than or gqual 1o three,

Resuliz - The primery objective of complicetion-lres survival was met, The resulls induded the loliowing;

Sysiem Related Complications Asaiive  Conlidencs
Hiak ndorval

Modal 7250 Jawel® AF vs, Model 7271 GEM® OR .97 0.60. 1.56

Model 7250 Jews™® AF vs. Model 7215C 1.83 1.17,2.84
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Teble 11, Complication-Free Survivel

Group ICO Madel Threa Moatha Eix Moniha
Swdy Model 7250 Jewe!™ AF 92.1% a7.0%
Controt 7215C 95.2% 93.5%
Cantrol Modal 7211 GEM® DR 92.0% 91.2%

19
F:\‘ r
R ——
hae Dl Y
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i —— pindd TIS0 {em303)
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L} } i 1 K s L
Mamita sinae comLiencnl

Figure 2. Comphcationsres Survial (Kaplen-Melar Hiol) -or iha Modal 7850 and Lonlrol Chinical Studies

6.3.2 AT/AF Epleada Summary

Ulit2ing datr from (he ICO" slored episode recorda and the nvesugalors' classiications of ihe episodes,
SRONANNOUS trostad AT/AF splsadas ware ovakiaisd for pertarmance of tha airlal detecton sigonthme and
elfacivanass of e davica's lasturas ko teating alrial tachyardhythmias,

Paramatar Aaauit
Total Spontanacus Non-Traalad’ AT/AF Episodes 8112
Tolal Spoatanaaus Non-Teawd AT/AF Ep:sodm 197
Numbar of Traatod AT/AF Epsodas Approp ly Datactad 10682
Pasitive Prodiclive Vaius (PPV) [1052/1107] 85.0 %

“ €1.0 % of theta noneirsated AT/AF apharis wara dud 10 avial Inarplas baing
programmed Of; 39.0 % wars hot vaared bacause the airlal eplaode duradon waa
shorter than the programmad lime to deliver alrial thermpy.

The cliniow! sludy did not evsiuale lhvnbilisyolh Jowd' AF ICD (o disoriminaie bel
since thase classificalions are 3 device d
aldlat arrythmias.

Tha numbar of traated AT and AF episodas as classiiad by 1he Jewa!® AF ICO &ra shown in ihs table baiow.

AT v, AF agisod
gralions which mey or My fot correspond (o spacilic

NO. 1428

P, 20729

{ol
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Parametar . Result
Trealad Episodea Clagsifiad by Modet 7250 Jawe™ AF as AT 695
Tredled Bpisodes Classifiad by Model 7260 Jaws® AF as AF 57

In summary, the Jows(® AF (CD datacied 1107 AY/AF episodes In 78 patients. Seventy-four of ihe 78 patients
axpedenced 1052 wpproprately dutecied AT/AF episodus. Tan of the 78 petients experiencod 65 -
inapproprialely deteciad AT/AF apicodes, Al of tham dua to (r-fiaid A-wavs asnsing. Yable 12 describag the
programming changes made o resolva tar-Tiald K-wave sansing.

Trble 12. lnapproprately D d AT/AF Eplzack

. tadat. & o

Detected Evant

Pelignt ATIAF Ryported?  Rasolution
1 Q Yos Alrial sensing threshold increased from 6,48 mV (6 0.6 mV.
2 1 Yes Atrlal sensing threshoid increasad from 0.3 mV 10 0.45 mV,
3 2 Yos Arial aensing (hreshold Increased irom 0.3 mV 10 0.45 mV,
4 s Yes - Aglul sensing threshotd increasad from 0.8 mV 10 0.9 mY,
1 1 Yas Atrial songing (hreshokd increased from 0.6 mV' 16 0.9 mV.
g 1 No Atrigl sansing (hreshold incraased Irom 0.3 mV (6 0.6 mV.
7 1 No Alrial sensing threshald Increased irom 0.3 mV (o 0,48 mV.
8 1 No Alrlai senglng thrashold increased from 0.3 mV t0 0.45 mV.
[} 3 No Alrlai thetapies peogrammad Ofl.

R 10 1 No’ Alrial zansing threshoid increased lrom 0.46 mV o 0.8mV.
Total 55

NO. 1428

21/29
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Table 13 provides a dalaled breakdown of the 1052 sppropriately detected AT/AF episodes by the saquancs
of theraniae dalhvaned.

Tuble 13. Breakdown of Spontanecus AF/AT Episades by Therepy Saquence

AT ‘ AF
Therapy Sequences Eplsoad § Epiyod. &
1 AP 379 sy ] 0
2 ATRSOHz 1$ 31 93 10
3 AYP 50 Hz ATP 2 ] 1]
& ATP 80 Hz, ATP, 50 Hz 1 : [’} ] [}
8 A8 SOHz A-Defb ' 12 " $ 3
6 ATF, 50 Hz, A-DeMb, ATR 50 Hx 1 Q o Q
7 ATFR A-Delib 2 2 a a
¢ 50Hx ) B4 21 146 a9
e SOHz ATP $3 17 [} 1}
18 SO Hz ATP 50 Hz 34 6 30 1]
11 80 Hz, ATR A.Dalib 1 1 4 1
12 S0 Hx ATR S0 Kz, A-Defld 0 3 2
13 SO0H2z A-Defid [} 0 33 26
14 ADei 10 5 a2 32
15  ADath, SO Kz ¢ ¢ 1 0
16 A-Dofd, ATP 50 Hx, ADalib, 50 Hx 1 ] ° 0
Totet €95 414 %7 125

€33 AF Tnerspy

Hypothaals —Tha objeative is mal whan Lhe lowar ona-sidad 95 parcant confidence baund on airfat Ehoek
efficacy lor lerminatian of spontaneoua AF eplaodes is greater than 50 parcent

Rasults ~ The grimary obieolive thal estitated Ihe eflectiveness af AF tharspy in taiminating spontanecus
AF spisndet was mel. The desuhs includad the loliowing: ’

A lolal of 2688 sponianseus AF 4 ware obaerved In the clinical study. Of Ihese, 357 (13.9%) were
Uraaied by the Jewel® AF ICO. (6w Table 13 above.) With high requency burst (A-50 Hz Burtt) theeapy, 66 of
348 AF gpisodes were fully (pemi J(IG.ax).Whhtvwnﬁbrlulh\sMekmanpgl?M 18 AF
agisodes Wers auccassfully lerminalad {76.1%).

NO. 1428

P.
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Table 14. Spontansoua AF Eplaode Terminetian

$5% Confidance
. Reault nterval

Etiectivanesa af high freguency burst thecapy 7% . {11%, 26%)
(= 48 pationts) (SB/345°)

Efoctivenoss of atrial defibrillation thorapy 6% (B1%. 45%)
(n=20 pattenis’) {67788

AF Termination Effectivensss BY% (33%, 53%)
{n= 54 patients) (1257 387)

= Not mutvally exchusive,

634 ATP pnd Burst Therspy .
Hypoiheals — The objeciiva 8 mal whan the iower one-sided U5 parcant confidence bound for ATP and high
{requency burst (A=50 Hz Bursi) therspy offectivenass far terminalion of spoatansoua AT epitades la grester
than 50 parcant.

Reauits = Atolal of 6476 spontunaous AT spisodes were observad in (he cinical study. Of thase, 835 (10.7%)
waca waated by the Jews!® AF ICD. (Sea Tabla 13 on pags 21.) Wih sirlat ATP therupy, 334 of 603 AT
:gloat}u__wom succassivlly lerminaied (35.2%), With high kequenay burst (A«56 Hx Slurst) sherspy. 58 of 341

’ ware fulty sarminatad (17.0%). Wth arial dafiorifation shock therapy, 12 of 28 AT
episodes wera succesalully lerminated (67,9'%). This performance Jid noi saualy the sludy cbjsctive as
stated.
Table 18. Spontaneous AT Episode Terminalion
95% Confidence
Resut interval
Effeciivenass of ATP therapy 55 % {31%. 51%)
{n= 40 patients’) (334 /805") o -
Effectivanass of HFB tharapy _ 17% 7%, 23%) '
{n= 35 pallents’) (597341°)
Effscivenaes of awrlal dafbrilation therapy 68 % €%, 87%)
{n= 9 palients’) : (19728"
AT Teeminuilon Effectiveness §9.1% (5%, 56%)
(v 48 patiants) (6117605)

* Not mutually exclusiva,

€35 Duel Chamber Detection Alggortthm

Hypathasls = The cbjuctive is met when the lower one-sided 95 perant canfidonce bound for ralative
sansltvicy of VT/VF detecdon la pmur than 5 percant. ’

Mulhods = Ulilixing data (rom the ICD's storwd wpisod d3, 24 Holter reiings, and the & i
clasdifications of the epiecdes, spanianeous VINVF episodes were evaluaced for parlormance of the
dual-chambaer cetection wigorithm, Oversl, 87 Holtor rocardings from 48 pationts with & combined \olal of
1153 houra ECG and telameiered marere/EGM wese analyzed.

A
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Results - One hundred forty-lour spontaneous VT/VF #pitodas were datacted on the 24-houe Holler
recordings. AN 144 of these VTAVF eplsodes wars apprapriaialy o d by the devica. No VTAF eplsodes
were missad. Based on 1ha findnga of ihe Hollar analyals snd review of adverse evenis, sensitivity ol VIAF
delection was datermined Lo be 100%. .

Ot tha 1162 spontaneous ventricular eplaodes deleced by the device, 1056 (68.6%) ware omssilled by the
lvaadgalor as appropriaiely getacted ylekdng & positive prediciive vaiue (PPV) of 88.6%.

Tabie 16. Dy Hon of Spont; VT/VF Epitodea
Parametor Reaul
Sponleneovs Veniricylar Episodes 1192
Number of VTVF Gpisodes Appropriatoly D -] 1058
Number ol VT/VE Eplsodes Insppropnaiely Dotosted 12¢
PPV (1058/1192) 00,8%

6.4 Secondary Obfectives
There were ne prospeciively defined study hypathesas for the sncondary study abjeclives. thread.
obssrvatdonal dala ware collactad and comparad o perormance data from the oontrof 1CO(s).
4.1 Overnil Morwlity ’
Methods — All pallant deaihs were raviswed by an Adverse Events Advisery Commitles (AGAC), an
Indepandent panel of physiclans, and calegorized as bekeved (o be Suddon Cardiag, Non Suddon Cardiac,
Non Canfiag, or Unknawn,
Resuits - Twenty-six deaths ooourred dudng (he study Tha AEAC balievas that none of the dealhe wae
refaled lo the Jawe!® AF ICD. :
Forthe Made! 7260 Jows!™ AF ICD, ovorall survival al thras moalhs wae 97.9%. and M sbmanthe was 93.8%.
Fariha Mode! 7271 GEM® DR ICD, averail survival sl Inree months was 54.7%, and &t sic months was 91.7%
(p = 0.12 vz. Model 7250 Jqwaf® AF).
6.4.2 Changes In Frequency and Duration of AT

- Melhads — A crossover subatudy was parformed with padents in the VI/AT oroup being randomized to atrial
thersipies ON vs, OFF lor 3 monihs. Ench pationt aclad as thair own canlrol lo as364s tha saksly and
aflactvaness of the atral Lachyarhythia (hacapiot.
Rosulls ~ Duta from 4@ pauents showed that thera was 8t i8ast & 50% ¢aduction in Lhe lraquency of ATIAF
par day-with e inecapies On varsus O (p = 0.18), and an average fve-hour reduction par week In the tolal

duration ol sp AT/AF opisodas (p = 0.088). However, these dala weare not conaldarsd satislicaly
sionimlelm. In addlion, usa of lha ICD sysiem has not baen demonsinied 10 decranss the momidiy.reialed
ta sirigl wchya

64.3 Alrlat Dafieiitation Thresholda at impiant and 3 Months Fost-impiant

Methods =~ Alrial defibrilalion thresholds (DF Ts) ware determingd in VIZAT patenis using the one-step and
two-listed pratocols. Tha dne-slap pralocol consisted of propramming Tie xtriet DFT s the firsl successiul
nargy. Tha two-llered meihad invoved using the step-up mathod in delermining DFTs and aker the DFT was
SO, energy was S10pPed-up VAL & $0D0D SuLcess is auained. »
Reguils — The mean airial DFT at implent using e iwo-dered proiocol was 8.6 joules +/- 4.9 Joules (n= 72).
Using the one-step protocol, the mean atriel OFT al implant was 5.7 joules « 4.3 jaules (4w 126). The maan
lw OFT al ihraa monthe was 5.6 joulas +/~ 3.3 jouiea {n= 15). Airlal OF T2 remalned alable over thres
months.

Basad on tha axperiance as deacribed above, [t is rcommaendad that (he first strfal definriistion
therapy be programmed 10 two tmes the sl defibrklaion threshold, or 1o the meximum oulpul,

bS
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644 Speciticty of the Dual Chamber Detecilon Algoritihm
Methods = The positive predictive value (PPV) ot AT/AF delsoran wes measured, PPV measures the
sccutacy ol the duat chamber detaction sigorithm and is the mitle ol irus posiive AT/AF deleotions to the sum
of irue posiiive-and aise positive AT/AF detections.

Resuits = Of the 4107 spontanaaus aldal eplaades, 1052 (94.8%) ware classifled as spprogiriately deiedied,
yielding a pashive prediciive value (PPV) of 94.0%.

£.4.5 Sanaing, Pacing, and Deteclion Anelysis

Mothads - Pacihg and sensing lunctions of the Jews® AF ICD were evaliuaiad via ambrialory Hollar
monloﬂng ol 49 patients ta verily approprisla sensing. pacing, and desscdon lunctions; Lo verky appropriste
ARS perormance: and (0 evaiiale far-leki R-wave senging.
Aoeuits = On the avacege, 52.3% of tha vantricular mwenls lnazuxamo arrial sveniz wera paced. 65.1%
wera programmad o DDD mode. Three hundred ihirty-one (e salety paces coourrad during twa of
“the recordings. Alrial Rele Stabilization (ARS) putses ocourred Suring 23 recordinge. On the averege, 4.7
parcent of cardiac cycias involved an AAS pulss, Sevanly-lwa percent of the recardings had nt far-Rald
R-mwowmm hv-tbwnmmmsmnsomolmmwmmuuumms.ndmws
9 gs swrated that the davice funclions psrformed as Intended.
dred dty-six of 266 16 VF aplsctias were larminaled (100%) And B54/875 sporvansous VT
apnodu wera mmhllod (97 8%}, One thousand sevenly-iwo of 1072 (100%) alial defibriiation ahecks
(inducad and ponianecus) were sppropriately syrchronized lo the R-wave, and did not resuk in
proarthythmia.

£4.6 Pyelng ahd Senalng Pacfarmance of the Slodel 5943 Lead

Mathods - Sevaral pacing and sensing paramelers wece measurad sl implant. sad at ona, thrse. and eix
months postrimplinl, Pulse widih (veshold, pacing impedance, and P-wave ampiiluds wera maasured.
Reaulis - Ninaly-six patients in the PMA population were implantod with the Modal 8043 lead. The
measurements remained relusively stable throughaut € months.

64,7 Gender Blas Anniysls

Diltergnoas belween males snd femalas with r83pack 0 campiication-irea survival, ovarall survival,
spontaneocus AF eplaode Lerminalion with sirlal datbritiaden tharpy. end sponinneous AT episode
termination wiih ATP followed by high requency burst (HFB) ware examined.

The Kaplan-Meler sslimates of complicaiion-(+ee survivel at 3 months are 90.6% for malys and 87.9% for
lamales. While famalas appaac ia be al & lowar risk oi expariancing a complicaton, ihe comparison of
comglication-ftee survival curves fa not siatlsticslly signilicant at ¥he 5% level (p=.082). With respaci Lo oveall
mortaiy, the Kaplan-Melar sstimates of survival at 3 manihs ace 97.9% lor maias and 98.1% for lamalae.
There is no significant ddfersnce balwesn (ha survivat curves for males and females (p=.471),

Tha peroantagas of males and famaies axpedencing spontanecus il opuodamulnd with urhl defibriiation
theraoy were 13% and 15%, respedtively. The mean.rawe of | spor AF spisode lermination
with alrisl defloriliation tharapy wes 71% in maios and 78% in famales (p=01S). The parceniages of malsa
and famaias Xpsaancing spontanecis AT apisodes irealed with ATP loltowed by HFB were 13% and 21%.
respaciholy. The meen rate of sucoessiul sponiancous AT episada tarminalion wih ATP followed by HFB was
55% In malaa and S3% i famalas (p=.017).

In summary, based.on univardate analyses, thar are no statisticatly significent diflerences batween malsa and
famalas with respact to Aty of the primary outcomer.
7 PATIENT SELECTION AND TREATMENT

7.1 Individualization of Trestment

Pectorsl or shdominal hmplart site — Cvaluais the praspeciiva patients siza and Acuvily lovel 1a datarmina
mmnmormm‘mwnplmumwt

Exorcise sUress wating = If the palient’s condiion permits, use exercise strass testing to:
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=~ Oatermine the maxintum rate of tha astiant’s normel thylhm
~ igently any supraveniricular chysrriwthmias
= idantly exarcide nducad tachyeritryitmias,
The meximum exarcise oie or the presence of supraventriculas tachyarthythimias may influance selection of
programmabdle paramatars. Hoker monkoring or olher axiended ECG monioring also may be helglul.
& hyslaloglc (EP) lesting =1 is sirongly ded that idatas for ICD iharspy have a
complole cardioo evaluation inclutkig EP (esting. EP testing should identily the classifications and rates of all
tha veniricular and atrlal arthythmias, whather apontaneous or nduced turing EP testng.
Orug regiatant supraventricitar tachyarrhyUwnias (SVTs) may inidate kequenl unwanied device tharagy
A careluf chaice of pragramming opdons fa y for such patents.
Antlurrhythmic drug therapy — if tha pallant is belng traated With antlarrhythmic or cerdlac drugs, the patient
" should ba on a makvenance drug dose ralher than s loading dose al the time of ICD implaniation. it changas
4o drug tharmpy are made, repesied arrhyihmmindvotions s ded to verily iCD dalacdon and
corwersion. The ICD alsa may nead io be reprogrammad.
Changes in a patien('s antiarrhythmic drug or any othar madication Lhat aftscts Lhe pailent's normat cardiac
cala of conduction can sifect 1he rade of lachyarhythrins anclor sffectiveness of therspy
- Salection of atrial tachybiivyiumia Sharapies — Tha. INarapy-26quence ki ireaiment of AF/AT was noc
coniroked In the study o/ e ICD. The relaiive sHectiveness of various AF/AT therapy programming ssquences
c3nact be datamtined Wom tha study deda, )
Direc! mny quastions regarding the indhidualization al patisat Lharapy to Macitronic's raprasenialive al
1800-PCD-INFO (1-B0D-723-4836).
7.2 Specifiz Patlent Populstians . .
Prognancy ~ I thord is 3 naed to image tha ICD. cara shoukt ba Laken (6 minimize radlsdon exposure Lo the
fatus and tha mothar. )
Nurding Mothera — Althaugh sppropriate biocompallbity Issiing haa baen conducted for this impiant device,
there has been ag quaniitative assassment of the presence of lkachzbles In breast mik.
Pochatric Patlants - This 1CD has not besn suidiad In patienia younger than 13 yaars of age.
Gorlatric Patlents ~ Most (67%) of the patiants rocaiving ihis devica ICD in chnical sludint were over lha ape
©f 60 yoors ~ $89 “CLINICAL STUDIES"). .
dicepped srul Dissbied Putients ~ Special care is naaded in using thie ICD for palisnte using slécutcal
whealchars or othar slecirical {axiamal or implantad] devices.

8 PATIENT COUNSELING INFORMATION
Physicians should censider the following polnts in counseling the patlent sbour this ICD;
¢ Persons administering CPR may sxporionca tha prasanca af vollage on tha peliant's bady surface
(Ungiing) when ine pattent's ICD sysam deftvera & shook.
¢ Enooursge patients 10 use identification cards (issuad by Medlronic) and/or Icandticalion bracelsls
documenting their ICO sysiem. ’
Distuss nlormation in the Pabent Manual (Ragioring the Rhythma of (Ne) with padents before and alter iCD
imoianiation so they sre fully familar with operation of the ICD, Advise patients how te oblain additionalcopies
of the pallent manuals.

$ CONFORMANCE TO STANDARDS
This ICD was developea in conformance with all or parts of tha lollowing slandarda:
= 150 $841:3:1932(), IS-1 IPG Connactor Standard.
« (SO 11318:1D93(E), DF-1 Defirifialar Connactor Standard.
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This infecrmalion shouid nol be usad as a basis of mrumqum‘mdﬂhmutlsoliho
Randards mentionsd may have been uesd.

100 HOW SUPPLIED
The Model 7250 Jowe!® AF is packsged one per pack ge in & sladle packaga.

11 CLINICIAN USE INFORMATION

11.1  Physician Tralaing '

Physiclens should be famifler with sterlle ICO implant procedum and femifiar with follow-up avaivadon and
fManagement of patienis with a dafibrilalor (ar telarrel Lo such a physician),

11.2 Directions for Use

ICD opacating characledatics ehauld be veriiied al the ime of impkalation and focorgad in the patier fije,
Camplaie the Device Aeglsiratlon Form end relurm it 1o Medironic 83 it providas necessery intormation for
warranly purpotes and patiant traeking. .

The Madel 7260 Procut lnksrmatian Manual (PIM) is & A0 [ pplied with each ICD. This
manual inchsdes product spacifications, operaling charmctertatics, end imptart wnd followup
recommendations. The Jows® AF System Releranca Gulds (SAG), supplsd with the 9561E saltwate,
provides compiaia programming inatructiona snd recommendalions. Coples can be obtalned by contagting
he Mogtronic reprgsentative, pr by ealiing 1-800-PCD-INFO (1-800-723-4836). Tha PIM and SRQ were lasl
updated In February 2000,

This Prescribor's Package Insen was jast updated February 2000.

113  Maintaining Device Effectiveness
1184 1CO Storage
FOR SINGLE USE ONLY, Do not rastardize and rskmplant an @xplaniad ICD. Madtronic has alerkized the 10D
with ethylene oxide prior lo shipment. Rasteriizing the ICO 15 necessary if e sowl on the sieiilg packaos is
broken, Resterilizolion dogs not slct the “Uss Balors” date because this date s based on battary Ne and
elariiy.
Do act implont the ICD when: . .

« K has been dropped an a hard surage Irom o haight of 45 om (18 inches) or more becausa his could have

damagad pulsa generator componenia: )
* lis sorage package has buen pi 4 o altarod, b this could hava randared K Nor-staclia;
+ W has been stored or transported oulsids the envi el tomp 9 fmks of +19 0 65 °C (0 1o

131 °F), a3 the ICD cicwilry may have bean damaged:; or
> lis *Use Bolorg” dale hes oxpiead, beoausa this can advarsaly 3floct ICD longevity or stariliy
11.3.2 Stedilzaton natructons

Da not resteriiza the ICD or the torque wrench uging an sulociave, p diation, aanic cleaning agants
(e.p.. afeohol, , elc.). or ull Ve cle X
Snouid atariization be raquired:

* Repackage all ltems in ¥ gas permeable conlaingr;
+ Usa & veikdaiad sthylone oxdda gas prooass;

¢ Follow the manutacturer's operation iniryclions so long 83 (o maxi lemperaiure does nol
55°C (131 *F):

* Slore the reslerlized components for an 8ppropriae penod (o peamil aeration of elhyiens oxide gos.
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12 PATIENT INFORMATION
informalion for the patient fs avallable n » separate bookist, Aesiring the Riyyms of Lils, trom Madtronic,
Ta ebtaln & oy, contacl tha Madisonic reprasenialive of osk 1-800-PCO-INFO (1-800-723-4636). This
inlormarion should ba given 1o sach patient with thelr ICD, and offared lo tha padent on sach relurmn viskt or us
deamad sppropsiaia
Reslaring he Rnphma of Life was developed using patlent end clinlcian mput 1o ensure that it is
undersiendeble, Restoring the Rhythms of LAe wos last updaled Oclober 18989,
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Meditronic

Whew Life Dep o an Mdical Teckmelogy

Europe

Ewrope/Africa/Miidla Eaut Headquariers

Medranic Eurcpa S.A.
Route du Molllay

1131 Tolochenaz
Switzarland

Inlernal: www.madironlc.co.uk
Tel. 41-21-802-7000

Fax 41-21-802-7900
Medironic E.C. Authotized
Aepresentative

Waduonic B.V.
Wendwbachairaat 10

6466 NC Kerkrade

The Nelharlands

Tel. 31-45-566-8000

Fax 31-45-560-8668

Asgia-Paclfic

Japan

Madtranic Japan

Solid Squars Wost Tower 6F
580 Horkawa-cho, Saiwal-fu
Kawasski, Kanagawa 210-0813

Japan

Tol. §1-44-540-6112

Fax 81-44-540-8200
Austratia

Madtronic Australasia Pty. Lid.
Unit 47446 Victoria Road
Gladasvike NSW 2111
Ausiratia

Tel. 61-2-6878-5000

Fax 61-2-8879-5100

B
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Asla

Medironic inlemational Lid.

Sulte 1602 18/F, Mamadl{e Plaza

Tha Leo Gardens, 33 Hysan Avenue
Cauzewsy Bay

Hang Kong

Tal. §52-2891-4008

Fax 852-2591-0313

Latin America

Maditronic, Inc.

BOO West Hillaboro Bousdevard,
Suite 500

Deerfiskd Beach, FL 33441
USA

Tel, 954-428-8558

Fax 954-428-8964

Narth America

Canada

Medironic of Canada Lid,

6733 Kiirnat Road

Misalasauga, Oniaria LSN 1WS
Canada

Tel, 905-826-6020

Fax 905-826-6620

Toll-4rea in Canada: 1-800-266-5348
United Stales

World Headquariars

Medtronic, Inc.

7000 Central Avonue, NE
Minneepoliz, MN 55432-3578

UsSa

Inlerrol: www.medtronic.com

Tel. 612-514-4000

Fox §123-514-4879

Meduonic USA, Inc.

Toll-iree in the USA: 1-800-723-4636
{24-hour consuliation kir ptwsicians
and modical prokessionals)
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